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(21) Application number 200401242/(2004100098). 

(22) Date of filing the application 22 October 2004. 

(86) PCX Application number and date JP03/03575 of 25 March 2003. 

(71) Applicant(s) Takara Bio Inc. 4-1, Seta 3-chome, Otsu-shi, Shiga-ken, Japan, JP 

(51)IPCC12 

QUESTIONS, ARGUMENTS, OBJECTIONS, PROPOSALS 

After giving consideration to the application materials, the Chemistry and Medicine Department of the 
EAPO notes the following. 

Proposed are: a method for preparing cytotoxic T-l3aiiphocytes and T-lymphocytes obtained by this 
method (claims 1 - 15 of the set of claims); a medicament comprising T-lymphocytes (claim 16 of the 
set of claims); an agent for enhancing an interleukin-2 receptor expression (claims 17 - 20); an agent 
for improving a ratio of CDS-positive lymphocytes (claims 21 - 24); an agent for improving or 
maintaining cytotoxic activity of T-lymphocytes (claims 25 - 28); a method for increasing expression 
of interleukin-2 receptors (claim 29); a method for improving a ratio of CDS-positive lymphocytes 
(claim 30); and a method for improving or maintaining cytotoxic activity in T-lymphocytes (claims 31 
-33). 

The use of fibronectin and/or fragments thereof for cultivating cells, including undifferentiated, 
providing for improved growth properties, is known from prior art. Wherein, fibronectin may be 
added to a cultural medium and may cover the surface of a cultural arrangement [see, for example, 
"Animal cell culture. Methods," edited by R. Freshney, Moscow, "Mir," 1989, pages 44, 53, 77 (the 
original English "Animal cell culture^- a practical approach, ed. by R.I. Freshney, IRL Press. Oxford. 
^Washington DC), WO 96/00782, WO 95/1 1963 and WO 95/00004078]. In view of knowledge of the 



Ibregoing, the" Examiner cannot recognize that the inventions according to cledms 1, 6 - 12, 15 
(partially), 16 (partially) conform with the "inventive step" condition of patentability, since for one 
skilled in the art they obviously follow from prior art [Rule 3(1) of the Patent Regulations under the 
Eurasian Patent Convention]. This condition in this case is satisfied by an invention, during the 
implementation of which a new, imexpected technical result is achieved, which could not be predicted 
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on the basis of knowledge known in this field, for example, the preparation of cytotoxic T- 
lymphocytes with enhanced expression of interleukin-2 receptors and/or comprising a higher 
percentage of CD8-positive lymphocytes and/or having higher activity, etc. 

The inventions according to claims 15, 16 may be given final consideration after amendment of the 
claimed features according to claims 1-14 and after recognition that the latter conform with the 
conditions of patentability. 

The Examiner notes in respect to claims 17 - 28 of the set of claims that where fibronectin is known 
firom prior art, the inventions claimed in these claims relate to the subject matter "use of fibronectin" 
(section 1.1 of the Rules for compiling, filing and considering Eurasian applications in the Eurasian 
Patent Office). 

The invention according to claims 29 - 33 of the set of claims may be given final consideration after 
amendment of the claimed features according to claims 1-14 and recognition that they conform with 
the corresponding conditions of patentability. 

In view of the foregoing, the Chemistry and Medicine Department of the EAPO invites the Applicant 
to analyze the Examiner's arguments and remarks, amend the claimed features according to the instant 
application and present an amended set of claims. 
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We have received an Official Action issued by the Eurasian Patent Office on 09 December 2005 
and enclose it herewith. 

Your response to the Official Action should be submitted to the Eurasian Patent Office not later 
than 09 April 2006. 

We look forward to your instructions well before the expiration of term to enable us to prepare an 
appropriate response and to file it in due time. 

In the absence of your instructions in due time we shall apply for an extension of the term. 

Yours sincerely, 

Elena E. Nazina ^mn 
Patent Attorney (J'^ 
Chief of Chemistry, Medicine & 
Biotechnology Department 
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B cooTBexcTBHH c iipaBHjioM 49(4) riateHTHoii HHcrpyKmrn k EBpaanficKOfi naTeRTHOfi KOHBeHmm (;^ajiee - 
HncTpyKitHH) aanponieHHbie 3KcnepTH3ofi flonojiHHTejiBHBie Maxepiiajiw AOJi^CHbi 6hrtb npeAcrasjieHBi b HexbipexMecflqHBid 
cpoK, HCHHCJiHeMBiH c Aaxbi Haiq)aBjieHHa Hacxo^mero yBe;i;oMjieHHa. 

3tot cpoK B cooTBercTBHH c ycTaHOBjieHHofi npaBHjioM 37(2) HncTpyKi^HH npon;e;iypofi MO^cer 6i>rn> npojineH no 
npoctSe saKBHTCJiH, HanpaBJieHHoft KaK jio ero HCxeHeHiw, xaK h b xeneHHe OTyx MecmieB nocjie ere HcxeneHM, npn ycjioBHH 
yiuiaxBi ycxanoBjieHHofi nyincxoM 8 riojio^KeHHH o nonumHax EBpaaHfiCKOii naxeaxHofi opraHHsargaH AonojmHxejiBHoii 
nonumHBi. 

B cjiynae HapymeHHA 3xoro cpoKa hjih Henpe^^cxaBJieHiifl sanpoineHHbix b yBe^OMJieimH MaxepnanoB eBpasHftcKan 
seiflBKa CHHxaexcH oxc^BaHHoM. 



PaccMoxpeB MaxepnajiBi 3£uibkh, Ox^eji xhmhh h MeAHUHHBi EAIIB OTMenaer cjie^yiomee. 

ripeAJioaceHBi cnoco6 nojiyneHM miTOTOKCHHecKHX T-jfflM(^oi^HTOB h T-nHM4)oaHTi>i, nojiyHeHHBie 
xaKHM cnocoSoM (nn. 1-15 ^opMyjiBi H3o6peTeHHfl), jieKapcTseHHoe cpez^cxBO, coAcp^camee T- 
jiHM(^oitHXbi (n. 16 (J)opMyjTbi), arcHx jijih ycHneHHH 3KcnpeccHH pei^enxopoB HHTepjieHKHHa-2 (nn. 17-20 
^opMyjiBi), arenx /^JIH noBbimeHiui co;^ep^aHHJI ^^ojih CD8-noJi03KHxejii,Hi>ix nHM4)oaHXOB (nn. 21-24 
$opMynbi), arcHT ajm noBbimeHHa hjih noAAepMcaHHH ^HTOTOKCHHecKOH aKTHBHOcxH T-jihm4)ou;hxob 
(nn. 25-28 $opMyjiBi), cnoco6 ycHJieHHH SKcnpeccHH peaenxopoB HHTepjieiiKHHa-2 (n. 29 4)opMymi), 
cnoco6 noBBnneHHH co^ep^caHHa ^^ojth CDS-nono^cHxejiBHBix jiHM(i)oixHXOB (n. 30 (|)opMyjiBi) h cnoco6 
noBBnneHHii hjih noaoiep^aHH^ i^hxoxokchhcckoh aKXHBHocxH T-jihm4)OI^hxob (nn. 31-33 ^opMyjiBi). 

Us ypoBH^ xexHHKH HSBecxHO HcnojTB30BaHHe 4)H6poHeKXHHa h/hjih ero (^parMenxoB aji^ 
KyjiBTHBHpoBaHHH KJicxoK, B xoM HHCHC HeAHtJx^epeHi^HpoBaHHBix, o6ecneHHBaK)UJiee HX yjiyHmeHHBie 
pocxoBBie CBOHCTBa. ripH 3XOM (J)H6poHeKXHH MO^HO ^o6aBJi5rxB B KynBxypajiBHyio cpe^y, a mo»cho 
noKpBiBaTB HM noBcpxHocxB KynBxypajiBHoro npHcnoco6jieHHH [cm., nanpHMcp, «KyjiBxypa 3khboxhbix 
KjiexoK. Mexo;^Bi», nojx pe^. P. OpeniHH, MocKsa, «MHp», 1989, cxp. 44, 53, 77 (HMcexca anrn, 
opHrHHaji «Animal cell culture - a practical approach, ed. by R.I. Freshney. IRL Press. Oxford. 
Washington DC), WO 96/00782, WO 95/1 1963 h WO 95/00004078]. Opn H3BecTHocTH yKasanHoro 
3KcnepxH3a ne mo^kcx npHsnaxB cooxsexcxBHe H3o5pexeHHH no nn. 1, 6 -12, 15 (HacxHHHo), 16 
(nacxHHHo) ycjiOBHK) naxeHxocnoco6HocxH «H3o6pexaxenBCKHH ypoBeHb», nocKonBKy ohh zijm 
cneuHaracxa oneBHAHBiM o6pa30M cne^yex h3 npe^mecxByiomero ypoBHH xcxkhkh [IlpaBHJio 3(1) 
naxenxHOH HHCxpyicqHH k EBpa3HHCK0H naxenxHOH KOHBenuHH]. YKasaHHOMy ycnoBHio b ^aHHOM 
cjiynae yAOBjiexsopKiox H3o6pexeHHH, npn ocynj;ecxBJTeHHH KOXopBix ^ocxHraexcii hobbih, HeomiAaHHbiH 
xexHHHecKHH pe3yjiBxax, KoxopBiii HejiB35i npcACKasaxB, hcxoah h3 H3BecxHoro ypoBHH SHanHH b ^aHHOH 
o6jiacTH, HanpHMep, nojiynenHe EtHxoxoKCHHecKHx T-jihm$oh;htob c ycHJieHHoft SKcnpeccHefi 



•peuepTOpoB HHTepjieHKHHa-2, H/nnH coja;ep»camHX 6onee bbicokhh npoi^enx CD8-nono3KHTeiiBHtix 
jihm4)ou;htob h/hjih oGnaj^aiomnx 6ojiee bbicokoh aKXHBHocxBio h t.;^. 

> 

HaoGpexeHHH no nn. 15, 16 (^opMyjiBi Moryx Sbixb oKOHHaxejiBHO paccMOxpeHBi nocjie yxoHHeHHH 
npnxH3aHHH no nn. 1-14 h npHsnaHHa hx cooxBexcxByiomHMH ycjiOBHjiM naxenxocnocoSnocxH. 

B oxHOincHHH nn. 17-28 4)opMyjiBi SKcnepxHsa oxMenaex, hxo npn HSBecxHocxH 4)H5poHeKXHHa H3 
ypoBHK xexHHKH sa^BjicHHtie B yKaaaHHBDC nynnxax H3o6pexeHHH oxhochxch k o6i>eKxy «npHMeHeHHe 
$H6poHeKXHHa» (n. 1.1 XlpasHJi cocxaBjieHM, ^o;^aHH h paccMoxpeniDi espasHHCKHx sa^BOK b 

EBpaSHHCKOM naXCHXHOM BCAOMCXBe). 

H3o6pexeHHH no nn. 29-33 (J)opMynBi Moryx Gbixb OKOHHaxejiBHO paccMOxpcHBi nocjie yxoHHeniM 
npHxa3aHHH no nn. 1-14 h npHSHaHHH hx cooxBexcxsyionmMH ycjiOBUHM naxenxocnocoGHOCxn. 

Ha ocHOBaHHH H3no3KeHHoro Ox;i;eji xhmhh h MeAHn;HHbi EAIIB npcAJiaraex saflBHxenio 
npoaHajiH3HpoBaxB ;^OBO^^BI h 3aMeHaHiM 3KcnepxH3Bi, yxoHHHXB npnxHsaHH^ no ^aHHon: 3a3iBKe h 
^pe^^cxaBHXB oxKoppeKXHpoBaHHyio 4)opMyjiy H3o6pexeHiw. 
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